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V/v tang cwong kiém tra chét lvgng
Kinh gui:

- Vién Kiém nghiém thu6c Trung wvong

- Vién Kiém nghiém thudc Tp. H6 Chi Minh

- Cac co s& san xuét, dang ky thuéc

Theo két qua kiém tra gidam sat chat lwvgng thudc trong thoi gian vira qua,
cac co quan kiém tra chat lwgng dd phat hién mot s6 thudc chira hoat chét
Alphachymotrypsin, men vi sinh (probiotic) khéng dam bao chéat lwgng trong qua
trinh Iwu hanh trén thi treong.

- Ham lvong hoat chat Alphachymotrypsin trong thanh pham khong dat tiéu
chuén chat lvgng, dinh tinh khdng c6 phan ¢ng rd rang.

- Ham lwgng men vi sinh (s6 lvgng vi sinh vat probiotic) khéng dat tiéu
chuan chat lvong, chiing vi sinh khéng ding loai.

Nham dam bao chét lwong thubc lwu hanh trén thi trwdng va an toan cho
nguoi st dung, Cuc Quan ly Dugc c6 y kién nhu sau:

1. Be nghi Vién Kiém nghiém thuéc Trung vong, Vién Kiém nghiém thudc
Tp. H6 Chi Minh:

a) Tang cwong ldy mau, kiém tra chat lwong, dong thoi chi dao cac don vi
thudc hé théng kiém nghiém nha nudc cha y viéc 18y mau, kiém tra chét lvong céac
nguyén liéu lam thudc va thu6c chira hoat chat Alphachymotrypsin hoac men vi
sinh vat probiotic. Trong do, chd trong cac ndi dung sau:

- BG6i voi thube chira hoat chat Alphachymotrypsin: chi tiéu dinh tinh, dinh
lvgng hoat chat.

- B0Oi véi thudc chira hoat chat 1a men vi sinh vat probiotic: chi tiéu dinh
tinh/nhan dang chang/loai vi sinh vat, s6 lvgng vi sinh vat probiotic.

b) Bao céo kip thoi t¢i Cuc Quan ly Dwoc vé két qua 1dy mau kiém tra chét
lvong cla cac thudc néu trén dé Cuc Quan ly Duoc ¢ can civ X ly ti€p theo.

3. Yéu cau cac co s& san xuat, dang ky thuéc chra hoat chat
Alphachymotrypsin hoac men vi sinh vat probiotic:

a) Ra soat lai két qua va diéu kién nghién ctru do 6n dinh cula thudc tai co
s&; dd 6n dinh cla thubc trong qua trinh luvu hanh trén thi tredng. Thuc hién viéc
diéu chinh tudi tho hodc diéu kién bao quan (néu can thiét).

b) Thuc hién day da viéc kiém tra chéat lwgng nguyén liéu truéc khi dua vao
san xuat thudc. Thuc hién va ap dung phuong phap phan tich dinh tinh bd sung dé



xac dinh dung hoat chét, dung chang/loai vi sinh vat probiotic trong nguyén liéu.
Danh gia chat ché nha san xuat/nha cung (rng nguyén liéu dé ddm bao chat lvong
nguyén liéu.

c) Thuc hién thu tuc thay ddi theo quy dinh vé dang ky thudc trong truedong
hop c6 b6 sung, thay déi.

Cuc Quan ly Dugc théng béo dé cac don vi biét va thuc hién./.
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